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Claim 42 is objected to under 37 CFR 1 .75(c) as being in improper form because a 
multiple dependent claim should refer to other claims in the alternative only. See MPEP 
§ 608.0 l(n). Appropriate correction is required. 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1, 2, 4, 8-10 and 17-47 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The instant claims recite a "2(im-family plasmid". This represents a genus of plasmids. 
At page 1 of the specification, first full paragraph, Applicants disclose: 

"As a family of plasmids these molecules share a series of common features in that they 
possess two inverted repeats on opposite sides of the plasmid, have a similar size around 6-kbp 
(range 4757 to 6615-bp), at least three open reading frames, one of which encodes for a site 
specific recombinase (such as FLP in 2\im) and an autonomously replicating sequence (ARS), 
also known as an origin of replication (ori), located close to the end of one of the inverted 
repeats. . .Despite their lack of discernible DNA sequence homology, their shared molecular 
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architecture and the conservation of function of the open reading frames have demonstrated a 
common link between the family members." 

Thus, while 2um-family plasmids have several common features, i.e., two inverted 
repeats, a certain size range, 3 or more open reading frames, one of which is for a recombinase 
and an ARS origin of replication. However, of these features, the size range and the presence of 
an ARS are not unique to any of the thus far identified 2um plasmids, and thus do not serve to 
describe them in a manner which allows them to be distinguished from other plasmids. Also, the 
presence of three or more open reading frames is not unique to the 2um plasmids thus far 
identified. As such, the presence of a recombinase and a pair of inverted repeats distinguishes 
2um plasmids over the many other types of plasmids in the art. Structurally, inverted repeats 
could be of any sequence so long as they are repeats. Thus, there is a substantial amount of 
variation possible with respect to this feature of the invention. A recombinase, and therefore a 
gene encoding a recombinase, is defined functionally, i.e., there is no significant structure which 
draws together all recombinases. The genus of all recombinases is therefore very large, i.e., 
there is a substantial amount of variation among recombinases, and therefore recombinase genes. 
Finally, Applicants state at page 1, lines 25 and 26, that there is no "discernible DNA sequence 
homology" between the plasmids, indicating that only the recited structural features draw 
together the genus. The 2um plasmids cited in the specification come from only four biological 
genera of yeast, and thus represent only a small portion of the potential genus of plasmids 
possessing the features discussed above, i.e., they do not constitute a representative sample of 
2 urn plasmids. One of skill in the art would not have recognized, therefore, that Applicants were 
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in possession of the full scope of the claimed invention, and as such, the instant claims do not 
meet the written description requirement of 35 USC § 1 12, first paragraph. 

Claims 7, 12 and 23-27 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The instant claims recite a "variant" of a DNA or protein sequence. However, given the 
open-ended nature of "variant", essentially any sequences potentially would be encompassed. 
Thus, there would be a substantial amount of variation within the genus. No examples of actual 
variants of the recited DNAs or proteins have been set forth in the specification, and as such, a 
representative sample of the encompassed embodiments has not been disclosed. The variants of 
DNA sequences would lead to variants in the proteins sequences thus encoded, and alterations in 
protein structure can lead to alterations in function of said protein. No relationship between the 
structure of a protein and its function has been set forth by the instant specification, and the level 
of knowledge of the relationship between structure and function for proteins was not sufficient in 
the art at the time of filing for one of skill to have known a priori what variation would lead to 
what function in said protein. As such, one of skill would not have recognized that Applicants 
were in possession of the full scope of the invention. 
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The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-47 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The instant claims all recite a "2um-family plasmid". However, it is not clear which 
definition in the specification applies. For example, the definition of a member of this family at 
page 1 has a different size range for the plasmids than the definition at page 7, near the top. As 
such, the metes and bounds of the claims are unclear. 

Claims 2, 4, 10 and 16 recite the phrase "derived from", as well as "derived" at the end of 
claim 4. However, this term encompasses changes of an unspecified nature to the starting 
material, and thus fails to limit the resulting "derived" material, as any number and type of 
transformative steps might be involved. As such, the metes and bounds of the claims are 
rendered unclear. 

Claim 3 recites "the naturally occurring 2um-family plasmid". However, this phrase 
lacks a proper antecedent basis in Claim 1 . 

Claims 7, 12 and 23-27 recite a "variant" of a DNA or a protein sequence. However, this 
term is unqualified or unlimited, and thus would encompass any DNA or protein, as any one 
starting molecule could be transformed to any other by some series of unspecified steps. As 
such, it is not clear what molecules are encompassed as "variants", rendering the metes and 
bounds of the claims unclear. 
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Regarding claims 9 and 23, the phrase "such as" renders the claim indefinite because it is 
unclear whether the limitations following the phrase are part of the claimed invention. See 
MPEP § 2173.05(d). 

Regarding claims 10, 16 and 33, the phrase "preferably" renders the claim indefinite 
because it is unclear whether the limitation(s) following the phrase are part of the claimed 
invention. See MPEP § 2173.05(d). 

Claims 18, 33 and 34 recite: "a position as defined in any one of the preceding claims"; 
"a position as defined by any one of claims 1 to 16"; or "at a position as defined in claim 1". 
However, in each instance, it is not clear which positions in the preceding claim(s) were 
intended. For example, would the FLP or REP2 gene of claim 1 be such a position? They are 
positions defined in claim 1, and it is not clear from the instant claims that they would be 
excluded by this limitation. 

Claim 39 recites "based on" several times. However, it is not clear what this term means, 
e.g., it is not clear exactly which portions of the plasmids are present, and in what orientations, 
numbers, and what other sequences have been included. 

Claim 40 recites "substantially 100%". However, it is not apparent how this differs from 
"100%" or "99.9%" which preceded it in the claim. This term is not defined in the specification, 
nor is it a recognized term of art with a precise definition. 

Claim 44 recites "a commercially acceptable level of purity." However, this term is not 
precisely defined in either the specification or the art, and would be presumed to vary from 
protein to protein, and from (commercial) use to use. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James S. Ketter whose telephone number is 571-272-0770. The 
examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

JSK 

27 April 2009 



/James S. Ketter/ 

Primary Examiner, Art Unit 1636 



